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1 With regard to the language, this opinion has been established on the bas^ of the international application in 
■ the language in which it was field, unless otherwise indicated under this item. 

n Thic; oninion has been established on the basis of a translation from the original language into the following 
Sguage w^icSl thl langSl^e of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and^r amino acid ^^^"-"jlt^^^^^^^^ 

necessary to the claimed invention, this opinion has been established on the basis of. 

a. type of material: 

S a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

S in written format 

S in computer readable form 

c. time of filing/furnishing: 

E coniaineci in the international application as filed. 

E filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 



OTpiSts ideSrtM in the aiilication as filed or does not go beyond the application as filed, as 

appropriate, were furnished. 

4. Additional comments: 
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Box No. II Priority 



2. □ 



The following document has not been furnished: 

B copy of the earlier application whose priority has been claimed (Rule 43bisA and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43fJ/s.1 and 66.7(b)). 

Conseauentiv it has not been possible to consider the validity of the priority claim. This opinion has 
ShTs?bLn esta^^^ the assumption that the relevant date is the claimed pnority date. 

Thi<* oDinion has been established as if no priority had been claimed due to the fact that the priority claim 
Ss ber?oun?invaTd^^^^^^^^^^^ and 64.1).'Thus for the purposes of this op.n.on, the mtemat.onal 
filing date indicated above is considered to be the relevant date. 



3. Additional observations, if necessary: 
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Box No. Ill Non-establishment ot opinion with regard to novelty, inventive step and industrial 
applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

B claims Nos. 1-34 

because: 



□ 

□ 

□ 
□ 



the said international application, or the said claims Nos. 1 -34, with regard to industrial Wl^^b^^^^^^^ 
to the following subject matter which does not require an international preliminary examination (specify). 

see separate sheet 

the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

no international search report has been established for the whole application or for said claims Nos. 

the nucleotide and/br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Adm'niout:t:^.c "P^itructions in that: 



the written form 



□ has not been furnished 

□ does not comply with the standard 



the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide and^r amino acid sequence '*st*"g;'^^;" 

not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 



□ See separate sheet for further details 
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Box No V Reasoned statement under Rule 43f)/s.1(a)(i) with regard to novelty, Inventive step or 
industrial applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Yes: Claims . 
No: Claims 



1-45 



Inventive step (IS) 



Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



1-45 
35-45 



2. Citations and explanations 
see separate sheet 
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Re Item 111 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

1 . Claims 1 -34 relate to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated 
with respect to the industrial applicability of the subject-matter of these claims 
(Article 34(4) (a) (I) PCT). 



Re Item V 

Reasoned statement with regard to novelty, inventive step or industnal 
applicability; citations-ana expianations supporting such statement 

1 For the assessment of the present claims 1 -34 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, 
for example, does not recognize as industrially applicable the subject-matter of 
claims to the use of a compound in medical treatment, but may allow, however, 
claims to a known compound for first use in medical treatment and the use of such 
a compound for the manufacture of a medicament for a new medical treatment. 



2 Document D1 (AIDS, 2001 , 15(suppl 5):S1 39-81 45) reviews different vaccine 

strategies against HIV infections and discloses (cf. page SI 42, paragraph bridging 
the two columns) different combined vaccine applications, wherein a DNA piasmid 
encoding for an antigen is used for priming and different recombinant viruses 
expressing said antigen are used for boosting. 

The subject-matter of independent claim 1 differs from the teachings of D1 in that 
a different recombinant virus, i.e. vesicular stomatitis virus (VSV), is used. 
According to the applicant, this difference is associated with a surprising 
synergistic effect (see e.g. page 43, lines 23-26, of the description). However, it 
was known in the art that combined vaccine applications had a synergistic effect, 
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2.1 



see e.g. the data presented in D1 and the introduction of D2 (Journal of 
Immunology, 2001, 166:5473-5479). 

The problem to be solved by the present invention may therefore be regarded as 
the provision of an alternative for the preparation of combined vaccine 
applications. 

At the date of the claimed priority, recombinant VSV was already well known as a 
vector for vaccination, see e.g. D3 (Cell, 2001, 106:539-549), D4 (Journal of 
Virology, 2002, 76(6):2730-2738; see abstract), D5 (WO-A-96/34625) or D6 (WO- 
A-02/097091). Thus, it appears in view of the teachings of these documents that 
the choice of a recombinant VSV is a straightforward possibility that the skilled 
person would have selected, in accordance with circumstances, without the 
exercise of inventive skill, in order to solve the problem posed. 
The subject-matter of independent claim 1 is therefore not considered to be 
inventive in the sense of Article 33(3) PCT. 

In view of the teachings of the prior art documents cited in the International 
Search Report, it appea.s liidi dependent claims 2-34 define embodiments which 
are standard in the art. Dependent claims 2-34 thus do appear not contain any 
features which, in combination with the features of any claim to which they refer, 
meet the requirements of the PCT in respect of inventive step (Article 33(3) PCT). 



3. A similar argumentation also applies for the immunogenic compositions, kits and 
use defined in claims 35-45. 

The subject-matter of said claims 35-45 is hence not considered to be inventive in 
the sense of Article 33(3) PCT. 



Additional comments 

4. The subject-matter of dependent claims 5 and 7 is redundant. The claims hence 
lack conciseness in the sense of Article 6 PCT. 

4.1 Moreover, claims 21 and 22 do not meet the requirements of Article 6 PCT in that 
the matter for which protection is sought is not clearly defined. The claims attempt 
to define the subject-matter in terms of the result to be achieved, which merely 
amounts to a statement of the underlying problem, without providing the technical 
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features necessary for acfiieving this result. 

4.2 In addition, independent claim 40 refers to a kit, which is considered to be a 
composition of substances and/or entities. The claim comprises as an additional 
feature instructions for the use of the kit components. Such instructions are 
however considered as characterising a method using the kit, rather than the kit 
per se, and as such obscure the scope of the claim since its category is no longer 
clear (Article 6 PCI). 
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